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§700.15

individual may be exposed could be sig-
nificantly in excess of the safe level es-
tablished in connection with occupa-
tional exposure. Evidence indicates
that vinyl chloride inhalation can re-
sult in acute toxicity, manifested by
dizziness, headache, disorientation, and
unconsciousness where inhaled at high
concentrations. Studies also dem-
onstrate carcinogenic effects in ani-
mals as a result of inhalation exposure
to vinyl chloride. Furthermore, vinyl
chloride has recently been linked to
liver disease, including liver cancer, in
workers engaged in the polymerization
of vinyl chloride. It is the view of the
Commissioner that vinyl chloride is a
deleterious substance which may
render any cosmetic aerosol product
that contains it as an ingredient inju-
rious to users. Accordingly, any cos-
metic aerosol product containing vinyl
chloride as an ingredient is deemed to
be adulterated under section 601(a) of
the Federal Food, Drug, and Cosmetic
Act.

(b) Any cosmetic aerosol product
containing vinyl chloride as an ingre-
dient shipped within the jurisdiction of
the Act is subject to regulatory action.

[39 FR 30830, Aug. 26, 1974]

§700.15 Use of certain halogenated
salicylanilides as ingredients in cos-
metic products.

(a) Halogenated salicylanilides (tri-
bromsalan (TBS,3,4',5-tribromosalicyl-
anilide), dibromsalan (DBS,4’5-dibro-
mosalicylanilide), metabromsalan
(MBS, 3,5-dibromosalicylanilide) and
3,3',4,5-tetrachlorosalicylanilide
(TCSA)) have been used as anti-
microbial agents for a variety of pur-
poses in cosmetic products. These halo-
genated salicylanilides are potent
photosensitizers and cross-sensitizers
and can cause disabling skin disorders.
In some instances, the
photosensitization may persist for pro-
longed periods as a severe reaction
without further exposure to these
chemicals. Safer alternative anti-
microbial agents are available.

(b) These halogenated salicylanilides
are deleterious substances which
render any cosmetic that contains
them injurious to users. Therefore, any
cosmetic product that contains such a
halogenated salicylanilide as an ingre-
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dient at any level for any purpose is
deemed to be adulterated under section
601(a) of the Federal Food, Drug, and
Cosmetic Act.

(c) Any cosmetic product containing
these halogenated salicylanilides as an
ingredient that is initially introduced
into interstate commerce after Decem-
ber 1, 1975, that is not in compliance
with this section is subject to regu-
latory action.

[40 FR 50531, Oct. 30, 1975]

§700.16 Use of aerosol cosmetic prod-
ucts containing zirconium.

(a) Zirconium-containing complexes
have been used as an ingredient in cos-
metics and/or cosmetics that are also
drugs, as, for example, aerosol anti-
perspirants. Evidence indicates that
certain zirconium compounds have
caused human skin granulomas and
toxic effects in the lungs and other or-
gans of experimental animals. When
used in aerosol form, some zirconium
will reach the deep portions of the
lungs of users. The lung is an organ,
like skin, subject to the development
of granulomas. Unlike the skin, the
lung will not reveal the presence of
granulomatous changes until they have
become advanced and, in some cases,
permanent. It is the view of the Com-
missioner that zirconium is a delete-
rious substance that may render any
cosmetic aerosol product that contains
it injurious to users.

(b) Any aerosol cosmetic product
containing zirconium is deemed to be
adulterated under section 601(a) of the
Federal Food, Drug, and Cosmetic Act.

(c) Any such cosmetic product intro-
duced in interstate commerce after
September 15, 1977 is subject to regu-
latory action.

[42 FR 41376, Aug. 16, 1977]

§700.18 Use of chloroform as an ingre-
dient in cosmetic products.

(a) Chloroform has been used as an
ingredient in cosmetic products. Re-
cent information has become available
associating chloroform with carcino-
genic effects in animals. Studies con-
ducted by the National Cancer Insti-
tute have demonstrated that the oral
administration of chloroform to mice
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and rats induced hepatocellular car-
cinomas (liver cancer) in mice and
renal tumors in male rats. Scientific
literature indicates that chloroform is
absorbed from the gastrointestinal
tract, through the respiratory system,
and through the skin. The Commis-
sioner concludes that, on the basis of
these findings, chloroform is a delete-
rious substance which may render inju-
rious to users any cosmetic product
that contains chloroform as an ingre-
dient.

(b) Any cosmetic product containing
chloroform as an ingredient is adulter-
ated and is subject to regulatory action
under sections 301 and 601(a) of the
Federal Food, Drug, and Cosmetic Act.
Any cosmetic product containing chlo-
roform in residual amounts from its
use as a processing solvent during man-
ufacture, or as a byproduct from the
synthesis of an ingredient, is not, for
the purpose of this section, considered
to contain chloroform as an ingredient.

[41 FR 26845, June 29, 1976]

§700.19 Use of methylene chloride as
an ingredient of cosmetic products.

(a) Methylene chloride has been used
as an ingredient of aerosol cosmetic
products, principally hair sprays, at
concentrations generally ranging from
10 to 25 percent. In a 2-year animal in-
halation study sponsored by the Na-
tional Toxicology Program, methylene
chloride produced a significant in-
crease in benign and malignant tumors
of the lung and liver of male and fe-
male mice. Based on these findings and
on estimates of human exposure from
the customary use of hair sprays, the
Food and Drug Administration con-
cludes that the use of methylene chlo-
ride in cosmetic products poses a sig-
nificant cancer risk to consumers, and
that the use of this ingredient in cos-
metic products may render these prod-
ucts injurious to health.

(b) Any cosmetic product that con-
tains methylene chloride as an ingre-
dient is deemed adulterated and is sub-
ject to regulatory action under sec-
tions 301 and 601(a) of the Federal
Food, Drug, and Cosmetic Act.

[64 FR 27342, June 29, 1989]

§700.25

§700.23 Chlorofluorocarbon
lants.

The use of chlorofluorocarbons in
cosmetics as propellants in self-pres-
surized containers is prohibited as pro-
vided in §2.125 of this chapter.

[43 FR 11317, Mar. 17, 1978]

propel-

§700.25 Tamper-resistant packaging
requirements for cosmetic prod-
ucts.

(a) General. Because most cosmetic
liquid oral hygiene products and vag-
inal products are not now packaged in
tamper-resistant retail packages, there
is the opportunity for the malicious
adulteration of those cosmetic prod-
ucts with health risks to individuals
who unknowingly purchase adulterated
products and with loss of consumer
confidence in the security of cosmetic
product packages. The Food and Drug
Administration has the authority and
responsibility under the Federal Food,
Drug, and Cosmetic Act (the act) to es-
tablish a uniform national requirement
for tamper-resistant packaging of cos-
metic liquid oral hygiene products or
products used vaginally that will im-
prove the packaging security and help
assure the safety of those products.
Such a cosmetic product for retail sale
that is not packaged in a tamper-re-
sistant package or that is not properly
labeled under this section is adulter-
ated under section 601 of the act or
misbranded under section 602 of the
act, or both.

(b) Requirement for tamper-resistant
package. Each manufacturer and pack-
er who packages a cosmetic liquid oral
hygiene product or vaginal product for
retail sale shall package the product in
a tamper-resistant package, if this
product is accessible to the public
while held for sale. A tamper-resistant
package is one having an indicator or
barrier to entry which, if breached or
missing, can reasonably be expected to
provide visible evidence to consumers
that tampering has occurred. To reduce
the likelihood of substitution of a tam-
per-resistant feature after tampering,
the indicator or barrier to entry is re-
quired to be distinctive by design (e.g.,
an aerosol product container) or by the
use of an identifying characteristic
(e.g., a pattern, name, registered trade-
mark, logo, or picture). For purposes of
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